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(57) Abstract: A kit which can be 
produced at a high yield and by which 
a ligand can be easily labeled and the 
sensitivity of a reagent can be controlled; 
and a process for producing the same. 
The kit aims at detecting and assaying 
a subject substance A having a divalent 
or higher binding property to a ligand 
LI and contains a receptor 1, a receptor 
II and a solid phase complex each as 
will be specified below. Receptor 1: 
L1-B1-R1-M obtained by bonding 
Rl-M, which is obtained by bonding 
a marker M to a substance Rl capable 
of binding to a substance Bl, to Ll-Bl 
which is obtained by bonding a ligand 
LI to the substance Bl. Receptor II: 
L2-B2-R2-B3 obtained by preliminarily 
bonding L2-B2, which is obtained by 
introducing a substance B2 having a 
binding property different from the 
subject substance A, into a ligand L2, 
to R2-B3 which is obtained by bonding 
a binding element B3 having a different 
binding property from B2 to a substance 
R2 capable of binding to the substance 
B2. Solid complex: R3-solid phase 
obtained by bonding a non-binding 
element R3 capable of binding to the 
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SEQUENCE LISTING' 
<110> Nissui Pharmaceutical Co., Ltd. 

<120> Kit for detection or measurement of material to be measured and 

method for detection or measurement 

<130> NSM003726PCT 

<160> 5 

<210> 1 

<211> 20 

<212> DNA 

<223> The ol igonucleotide with the amino group in the 5' terminal. 
<400> 1 

gaattcccgg ggatccgtcg 20 
<210> 2 
<211> 20 
<212> DNA 

<223> The oligonucleotide with the amino group in the 5' terminal. 
<400> 2 

cgacggatcc ccgggaattc 20 
<210> 3 
<211> 20 
<212> DNA 

<223> The oligonucleotide with the amino group in the 5* terminal. 
<400> 3 

aacggaatct aatcaggagg 20 
<210> 4 
<211> 20 
<212> DNA 
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<223> The oligonucleotide with the amino group in the 5* terminal. 
<400> 4 

cctcctgatt agattccgtt 20 
<210> 5 
<211> 20 
<212> DNA 

<223> The oligonucleotide with the amino group in the 5' terminal. 
<400> 5 

ccgactacag aagaggagaa 20 
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International application No. 
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International filing date (day/month/year) 
1 1 September 2000 (1 1.09.00) 


Priority date (day/month/year) 

13 September 1999 (13.09.99) 


International Patent Classification (IPC) or national classification and IPC 
G01N 33/543 


ApphCant NISSUI PHARMACEUTICAL CO., LTD. 



1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 



and is transmitted to the applicant according to Article 36. 



2. 



This REPORT consists of a total of 

□ 



sheets; including this cover sheet. 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see 
Rule 70. 1 6 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of _ 



sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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I2SJ 


II 


□ 


111 


□ 


IV 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



Date of submission of the demand 

01 March 2001 (01.03.01) 


Date of completion of this report 

22 November 2001 (22.11.2001) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer 
Telephone No. 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



Internation^iPPlication No. 

PCT/JP00/06187 



I. Basis of the report 



1 . With regard to the elements of the international application:* 
[^| the international application as originally filed 

[3] the description: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



, filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



filed with the letter of 



□ 



the drawings: 

pages 

pages 

pages 

[ | the sequence listing part of the description: 
pages 

pages 

pages ' 



, as originally filed 
, filed with the demand 



filed with the letter of 



, as originally filed 

filed with the demand 



. , filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. m 
These elements were available or furnished to this Authority in the following language which is: 

| | the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

[ j the language of publication of the international application (under Rule 48.3(b)). 

|~] the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 

or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

]~\ contained in the international application in written form. 

["" ] filed together with the international application in computer readable form. 

[71 furnished subsequently to this Authority in written form. 

j | furnished subsequently to this Authority in computer readable form. 

| | The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



□ 
□ 



The amendments have resulted in the cancellation of: 

| | the description, pages 

I j the claims, Nos. 

I 1 the drawings, sheets/fig 



□ This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 Qr * r *ff rr **\° 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70. 1 6 

and 70.17). 

** Any replacement sheet containing such amendments must be referred to under item J and annexed to this report 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 

Novelty (N) 

Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-25 



1-25 



1-25 



YES 
NO 
YES 
NO 

YES 
NO 



Citations and explanations 

Claims 1 to 25 

Document 1: JP, 8-304397, A (Sumitomo Pharmaceuticals 

Co., Ltd.), 22;N,o^mber 1996 (22.11.96) 
Document 2: JP, 8-29422, A (Aisin Seiki Co., Ltd.), 2 

February 1996 (02.02.96) 
Document 3: JP, 5-506095, A (Hygeia Sciences, Inc.), 2 

September 1993 (02.09.93) 
Document 4: JP, 10-253632, A (Nissui Pharmaceutical Co., 
Ltd.), 25 September 1998 (25.09.98). 

Claims 1 to 25 are obvious in the light of the above • 
documents cited in the international search report. 

Documents 1 to 4 cited in the international search 
report disclose a solid phase complex-containing kit that 
uses a plurality of unique binding substances as 
components, and an assaying method. 

The inventions disclosed in Documents 1 to 4 differ 
from the invention of the present application in terms of 
the components used as a solid phase complex-containing 
kit and the method of use thereof. 

However, the components used and the method of use 
thereof are features fittingly determined by a person 
skilled in the art . 

Moreover, effects of the invention of the present 
application such as being able to control sensitivity fall 
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within a range of effects predictable from Documents 1 to 
4, and are not recognized as being particularly unusual . 
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INTERNATIONAL SEARCH REPORT 



International application No. 

PCT/JP00/06187 



A. CLASSIFICATION OF SUBJECT MATTER 
Int .CI 7 G01N33/543 



According to International Patent Classification (IPC) or to both national classification and IPC 
B. FIELDS SEARCHED ~ -— ^— — ___ 



Minimum documentation searched (classification system followed by classification symbols) 
Int . CI G01N33/543 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 
Jitsuyo Shinan Koho 1922-1996 Toroku Jitsuyo Shinan Koho 1994-2000 

Kokai Jxtsuyo Shinan Koho 1971-2000 Jitsuyo Shinan Toroku Koho 1996-2000 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category" 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



'JP, 8-304397, A (Sumitomo Pharmaceurical 
Limited) , 

22 November, 1996 (22.11.96), 
Pigs. 1 to 3; Claims (Family: none) 

xJ/JP, 8-29422, A (AISIN SEIKI CO., LTD.), 
02 February, 1996 (02.02.96), 
Fig. 1; Claims (Family: none) 

JP, 5-506095, A (Hygia Sciences Inc.), 
02 September, 1993 (02.09.93), 
Claims 

& WO, 91/12528, A 

JP, 10-253632, A (Nitsusui Seiyaku K.K.), 
25 September, 1998 (25.09.98), 
Figs. 1 to 9 

& WO, 98/40740, A & EP, 905517, A 



s Company 



1-25 



1-25 



1-25 



1-25 



□ Further documents are listed in the continuation of Box C. □ See patent family annex. 



Special categories of cited documents: 
"A n document defining the general state of the art which is not 

considered to be of particular relevance 
"E" earlier document but published on or after the international filing 
date 6 
document which may throw doubts on priority claim(s) or which is 
cited to establish the publication date of another citation or other 
special reason (as specified) 
"O" document referring to an oral disclosure, use, exhibition or other 
means 

"P" document published prior to the international filing date but later 
than the priority date claimed 



T later document published after the international filing date or 
priority date and not in conflict with the application but cited to 
understand the principle or theory underlying the invention 

"X" document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive 
step when the document is taken alone 

H Y" document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such 
combination being obvious to a person skilled in the art 

**& n document member of the same patent family 



Date of the actual completion of the international search 
09 November, 2000 (09.11.00) 



Date of mailing of the international search report 

21 November, 2000 (21.11.00) 



Name and mailing address of the ISA/ 

Japanese Patent Office 
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Authorized officer 
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Int.Cl' G01N33/543 



1922-1996^ 
1971-2000^ 
1994-2000*? 
1996-2000^ 



c. 



Y 
Y 
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JP, 5-506095, A -7 M&W > 4>a-** Wt? ) 2. 9M . 1993 (0 
2.09.93) %fm%$L(D%m & WO, 91/12528, A 
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From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF ELECTION 
(PCT Rule 61.2) 


To: 

commissioner 

US Department of Commerce 

United States Patent and Trademark j 

Office, PCT 

2011 South Clark Place Room 
CP2/5C24 

Arlington VA 22202 

/ % 1 III 1^4 K\£ ■ If ~ ■ ■ Wfc 

ETATS-UNIS D'AMERIQUE 

in its capacity as elected Office 


Date of mailing (day/month/year) 

13 June 2001 (13.06.01) 




International application No. 
PCT/JPOO/06187 


Applicant's or agent's file reference 
NSM3726PCT 


International filing date (day/month/year) 

1 1 September 2000 (1 1 .09.00) 


Priority date (day/month/year) 

13 September 1999 (13.09.99) 


Applicant 

OKU, Yuichietal 



1. The designated Office is hereby notified of its election made: 

| X| in the demand filed with the International Preliminary Examining Authority on: 

01 March 2001 (01.03.01) 



j^J in a notice effecting later election filed with the International Bureau on: 



2. The election | X | 

□ 



was not 



made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 
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Henrik Nyberg 
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NOTICE INFORMING THE APPLICANT OF THE 
COMMUNICATION OF THE INTERNATIONAL 
APPLICATION TO THE DESIGNATED OFFICES 

(PCT Rule 47.1 (c), first sentence) 



Date of mailing (day/month/year) 
22 March 2001 (22.03.01) 



To: 



MITSUKUDE, Yoshihiko 
T-Kanai Building, 2-1, Kanda-awaji- 
cho 

Chiyoda-ku, Tokyo 101-0063 , x 

japon /RECEfVEEr 




Applicant's or agent's file reference 
NSM3726PCT 


IMPORTANT NOTICE 


International application No. 
PCT/J POO/06 187 


International filing date (day/month/year) 
11 September 2000(11.09.00) 


Priority date (day/rnonth/year) 

13 September 1999 (13.09.99) 


Applicant • . K 
NISSUI PHARMACEUTICAL CO., LTD. et al 



1. Notice is hereby given that the International Bureau has communicated, as provided in Article 20, the international application 
to the following designated Offices on the date indicated above as the date of mailing of this Notice: 

US 



tn accordance with Rule 47.1 (c), third sentence, those Offices will accept the present Notice as conclusive evidence that 
the communication of the international application has duly taken place on the date of mailing indicated above and no copy 
of the international application is required to be furnished by the applicant to the designated Office(s). 

2. The following designated Offices have waived the requirement for such a communication at this time: 

CA,EP,JP 



The communication will be made to those Offices only upon their request. Furthermore, those Offices do not require the 
applicant to furnish a copy of the international application (Rule 49.1 (a-bis)). 

3. Enclosed with this Notice is a copy of the international application as published by the International Bureau on 
22 March 2001 (22.03.01) under No. WO 01/20328 

REMINDER REGARDING CHAPTER II (Article 31(2)(a) and Rule 54.2) 

If the applicant wishes to postpone entry into the national phase until 30 months (or later in some Offices) from the priority 
date, a demand for international preliminary examination must be filed with the competent International Preliminary 
Examining Authority before the expiration of 19 months from the priority date. 

It is the applicant's sole responsibility to monitor the 1 9-month time limit. 

Note that only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has the 
right to file a demand for international preliminary examination. 

REMINDER REGARDING ENTRY INTO THE NATIONAL PHASE (Article 22 or 39(1)) 

If the applicant wishes to proceed with the international application in the national phase, he must, within 20 months 
or 30 months, or later in some Offices, perform the acts referred to therein before each designated or elected Office. 

For further important information on the time limits and acts to be performed for entering the national phase, see the 
Annex to Form PCT/IB/301 (Notification of Receipt of Record Copy) and Volume II of the PCT Applicant's Guide. 







Authorized officer 


The International Bureau of WIPO 




34, chemin des Colombettes 


J. Zahra 


1211 Geneva 20, Switzerland 




Facsimile No. (41-22) 740.14.35 


Telephone No. (41-22) 338.83.38 



Form PCT/IB/308 (July 1996) 3897700 
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